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1. EFFICACY EVALUATION AND TECHNICAL MANAGEMENT SECTION 
EFFICACY REVIEW - I 

ANTIMICROBIAL PROGRAM BRANCH 

;, IN kC_--?= OUT _ _..:,:.03~-__,2"-'2,._-___,,9~7:...._ ______ _ 
~ o_ fEC ~A~ 

LAN Code 68660-U,497 ,;(J;.1 ffi · ,1;( Q 
EPA Reg. No. or File Symbol_ .. ___ 6~8~6=6=0_-~U:....-___________ _ 

EPA Petition or BUP No. _____ ~N~o=n=e:,c_ _____________ _ 

Date Division Received ____ _ ~1~0~-~1~6~-~9~6!:!._ ___________ _ 

Type Product Sanitizer for Cprecleaned food contact surfaces) 

MRID No (s) Data were submitted under MR.ID# 441380-06 

Product Manager PM-32 (Brennis} 

Product Name Proxitane AHC Liquid Sanitizer 

Company Name Solvay Interox 

Submission Purpose A new ap_plication 

Type Formulation A .liguid concentrate to be diluted for use. 

Active Ingredient (s): \ 

Hydrogen peroxide 
Peroxyacetic acid 

....................................... 
...................................... 
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A. 

Recommedations 
Claims Related to Hwnan Health 
Efficacy Not Supported by the Data 

The submitted sanitizing data ( for previously cleaned 
food contact surfaces) developed by the AOAC Germicidal 
and Detergent Sanitizer Method are not acceptable to 
support the product claim as a sanitizing rinse for food 
contact surfaces which have been thoroughly precleaned, 
rinsed with potable water and followed with the terminal 
sanitizing rinse. 

In order to support a claim as a food contact surface 
sanitizing rinse, the data must: demonstrate a 99. 999% 
reduction in the number of microorganisms within 30 
seconds. 



-

202.3 Additional Information/Data Required to Support Efficacy 

A. To be satisfactory or valid, the concentration of 
product used to generate data must demonstrate a 99_9g9\ 
reduction over the control numbers within 30 seconds. 
For guidance, refer to item 2 (ii) of DIS/TSS-4 enclosure 
and refer to the AOAC Gennicidal and Detergent Sanitizing 
Test, and note performance standards the product must 
meet under results. 

203.0 The· subject product proposed label "proxitane AHC Liquid 
Sanitizer" cannot be reviewed until efficacy data 
requirements are met . 
For required label use directions , refer to DIS/TSS-17 
enclosure . 



DIS/TSS-4 Jan. 30 , 1979 
EFFICACY DATA REQUIRRMBNTS 

Sanitizing rinses (for previously cleaned food -contact sur£aces), 

Sanitizers applied to food contact surfaces are defined as incidental food 
additives under the Federal Food, Drug, and Cosmetic Act, as amended (21 U.S.C. 
201 et seq . ), and require establishment of a food additive tolerance. 
Recommendation of a potable water rinse after treatment does not preclude this 
r •equirement. 

(l) Halide chemical products. Efficacy of sanitizing rinses formulated with 
iodophors, mixed halides , and chlorine bearing chemicals must be 
substantiated with data derived from the AOAC Available Chlorine 
Germicidal Equivalent Concentration Method . 

(2) 

( i ) Te.st requirements. Data from one test on each of 3 samples , 
representing 3 diff,erent batches, one of which is at least 60 days 
old, against.§..... typhi are required. 

(ii) Performance standard, Test results must show product concentrations 
equivalent in acdvity to so, 100, and 200 ppm of available 
chlorine . (The reference standard is sodium hypochlorite. ) 

Other chemical products. Efficacy of sanitizing rinses formulated 
quaternary ammonium compounds, chlorinaced trisodium phosphate, 
anionic detergent~acid formulations must be substantiated with 
derived from the AOAC Germicidal and Detergent Sanitizers Method. 

with 
and 

data 

(i) Test requirements, Data from the test on one sample from each of 3 
different batches, one of which is at least 60 days old, against 
both IL. £Ql!. and ~ aureus are required. When claims for the 
effectiveness of the product in hard water are made, all required 
data must be developed at the hard water tolerance claimed. 

(ii) Performance standard, Acceptable results must demonstrate a 99. 999%' 
reduction in the number of microorganisms within 30 seconds . The 
results must be reported according to the actual count and 
percentage reduction over the control . The minimum concentration of 
the product which provides the results requ.ired above is the minimum 
effective concentration. 




